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Change to Approval Notification - Compliance with ISO 15197:2013

LRQA has reviewed Technical Documentation prepared by Bayer Consumer Care AG and from
assessment of the information and results of validation and verification studies submitted, the
blood glucose monitoring systems listed below are compliant with the requirements of SO
15197:2013 and IVD Directive 98/79/EC.

Contour™ Next
Contour™ Plus
Contour™ Next USB
Contour™ Next Link
Contour™ Next Link 2.4
Contour™ Plus Link 2.4
Contour™ Next One
Contour™ Plus One
Contour™ XT
Contour™ TS, Model 1779A
Contour™ Model 7220

Yours sincerely,

ywed

lan Carmichael

IVD Technical Specialist
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